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« The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to communication^) filed on 20 August 2004 . 
2a)D This action is FINAL. 2b)E] This action is non-final. 

3) G Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-59 is/are pending in the application. 

4a) Of the above claim(s) 1-20 and 22-59 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) D Claim(s) is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [3 The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1121(d). 

11) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachments) 

1) [X] Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) CI Notice of Informal Patent Application (PTO-152) 
Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election with traverse of Group IV, claim 21, in the reply filed on 20 August 
2004 is acknowledged. The traversal is on the ground(s) that a proper determination as to why 
Groups I-IV lack unity. This is not found persuasive because in order to have unity of invention, 
all independent claims must share the same special technical feature. As set forth in the 
restriction requirement of 20 July 2004, claim 1 is directed to a hollow fiber incorporating an 
immobilized biological substance. Independent claim 38, however, does not require any hollow 
fiber, but is directed to nucleic acid bound to a gel via a glycidyl group. Accordingly, the claims 
are not linked by a special technical feature so as to have unity of invention. It is further noted 
that the inventions of Groups III, IV, VI, VIII, and IX are distinct from each other as they are all 
drawn to different methods, which are comprised of different method steps and which result in 
different end products. 

2. Inventions of Groups I- VI and IX are all linked through a hollow fiber, or a slice thereof, 
which has bound thereto a biological substance. The aspect of binding a biological substance to 
a hollow fiber was known in the art a the time of applicant's filing their priority documents and 
as such does not constitute a special technical feature under PCT Rule 13. In support of this 
position attention is directed to US Patent 6,037,186 (Stimpson), cited by applicant on their 15 
January 2002 IDS. While Stimpson issued 14 March 2000, it qualifies as prior art under 35 USC 
102(e) and 35 USC 102(g). Accordingly, the inventions are not deemed to have unity of 
invention as set forth under PCT Rule 13. 
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The requirement is still deemed proper and is therefore made FINAL. 



3. Claims 1-20 and 22-59 have been withdrawn from further consideration pursuant to 37 
CFR 1. 142(b), as being drawn to a nonelected inventions, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply filed 
on 20 August 2004. 



Specification 

4. The specification is objected to as documents have been improperly incorporated by 
reference. In particular, the specification states at page 15: 

All of the jmHiratioss, patents and patent application cited herein are 
incorporated teem by reference in their entirety- 
Such omnibus language fails to specify what specific information applicant seeks to incorporate 
by reference and similarly fails to teach with detailed particularity just where that specific 
information is to be found in each of the cited documents. As set forth in Advanced Display 
Systems Inc. v. Kent State University (Fed. Cir. 2000) 54 USPQ2d at 1679: 

Incorporation by reference provides a method for integrating material from various 
documents into a host document—a patent or printed publication in an anticipation 
determination— by citing such material in a manner that makes it clear that the material is 
effectively part of the host document as if it were explicitly contained therein. See 
General Elec. Co. v. Brenner, 407 F.2d 1258, 1261-62, 159 USQP 335, 337 (D.C. Cir. 
1968); In re Lund, 376 F.2d 982, 989, 153 USPQ 625, 631 (CCPA 1967). To 
incorporate material by reference, the host document must identify with detailed 
particularity what specific material it incorporates and clearly indicate where that 
material is found in the various documents. See In re Seversky, 474 F.2d 671, 674, 
177 USPQ 144, 146 (CCPA 1973) (providing that incorporation by reference requires a 
statement "clearly identifying the subject matter which is incorporated and where it is to 
be found"); In re Saunders, 444 F.2d 599, 602-02, 170 USPQ 213, 216-17 (CPA 1971) 
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(reasoning that a rejection or anticipation is appropriate only if one reference "expressly 
incorporates a particular part" of another reference); National Latex Prods. Co, v. Sun 
Rubber Co., 274 F.2d 224, 230, 123 USPQ 279, 283 (6 th Cir. 1959) (requiring a specific 
reference to material in an earlier application in order to have that material considered a 
part of a later application); cf. Lund, 376 F.2d at 989, 13 USPQ at 63 1 (holding that a one 
sentence reference to an abandoned application is not sufficient to incorporate from 
the abandoned application into a new application). (Emphasis added.) 

Attention is also directed to MPEP 608.01(p)I, which, in pertinent part, is reproduced below: 

Mere reference to another application, patent, or publication is not an incorporation of 
anything therein into the application containing such reference for the purpose of the 
disclosure required by 35 U.S.C. 1 12, first paragraph. In re de Seversky, 474 F.2d 671, 
177 USPQ 144 (CCPA 1973), In addition to other requirements for an application, the 
referencing application should include an identification of the referenced patent, 
application, or publication. Particular attention should be directed to specific portions of 
the referenced document where the subject matter being incorporated may be found. 
(Emphasis added) 

Accordingly, the cited documents are not considered to have been properly incorporated by 
reference and as such, have not been considered with any effect towards their fulfilling, either in 
part or in whole, the enablement, written description, or best mode requirements of 35 USC 1 12, 
first paragraph. 



Claim Objections 

5. Claim 21 is objected to as it depends from non-elected claim 16. Appropriate correction 
is required. 



Claim Rejections - 35 USC § 112 
6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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7. Claim 21 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

8. The term "close" in claim 21 is a relative term that renders the claim indefinite. The term 
"close" is not defined by the claim, the specification does not provide a standard for ascertaining 
the requisite degree, and one of ordinary skill in the art would not be reasonably apprised of the 
scope of the invention. 

Claim Rejections - 35 USC §103 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre- AIPA 
35 U.S.C. 102(e)). 

(g)(1) during the course of an interference conducted under section 135 or section 291, another inventor involved 
therein establishes, to the extent permitted in section 104, that before such person's invention thereof the 
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invention was made by such other inventor and not abandoned, suppressed, or concealed, or (2) before such 
person's invention thereof, the invention was made in this country by another inventor who had not abandoned, 
suppressed, or concealed it. In deterrnining priority of invention under this subsection, there shall be considered 
not only the respective dates of conception and reduction to practice of the invention, but also the reasonable 
diligence of one who was first to conceive and last to reduce to practice, from a time prior to conception by the 
other. 



10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3 . Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

12. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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13. Claim 21 is rejected under 35 U.S.C. 102(e, g) as anticipated by or, in the alternative, 
under 35 U.S.C. 103(a) as obvious over US Patent 6,037,186 (Stimpson). 

14. For convenience, claim 21 is reproduced below. 

Claim 2 1 (Ciromly Amended): A method for determintog the pmMm of mzh fflm 
unit m the slice according to cMm 16, the method comprising the steps of: 

(a) cutting ^<jiitmtiatly a fiber alignment obtained by binding and .kiiiiiobHmitg 
fibers, to oht&ta a series of fiber alignment slices S(J.)> 3(2), „ > < S(h), >- . . S(m); 

(b) selecting any gi ven slice S(h) from m number of slices, and determining two- 
dimensional coordinates for each fiber unit contained in mM slice S(h}* based on 
the coordinate mfmmm pm^rn goflJlg m said slice S(h); 

(e) deiemimmg the hvo-dimensional coordinated of each, fiber unit comai&ed is*, slice 
S(i) located close to said slice S(h), based on the coordinate data of slice $(h) 
obtained in. step (b) and the coordinate reference points in said slice S(i); and 

(d) repeating steps (b) and (c) to determine the two-dimensional coordinate of esch 
fiber unit in said fiber alignment slice* 

15. Stimpson teaches at length of producing arrays of compounds where the compounds are 
immobilized to hollow fibers that are bundled and sliced to form a series of fiber alignment 
slices. Stimpson teaches incorporating various reference points so to enable identification of 
coordinates of specific slices, and by extension, slices also incorporated into the array. Such 
teachings are considered to anticipate the invention of claim 21 . In the event that Stimpson et al., 
does not anticipate the method of determining position of fibers, said disclosure is considered to 
render same obvious for Stimpson teaches at length how arrays of fiber slices can be made, 
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identified and used. In view of such detailed teachings, the ordinary artisan would have been 
both highly motivated to do so and would have had a most reasonable expectation of success. 



16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (571) 272-075 1. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

17. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

18. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 




Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 



BLS 

28 September 2004 



